Appendix A



MICHAEL BILIRAKIS, FLORIDA

JOE BARTON. TEXAS

FRED UPTCON, MICHIGAN

CLIFF STEARNS, FLDRIDA

PAUL E. GILLMOR. QHIQ

JAMES C GREENWOCOD, PENMSYLVAKIA

CHRISTOPHER COX. CALIFOANIA ONE HUNDRED SEVEWNT= ZONGEISS
NATHAN CEAL. GEQRGIA

RICHARD BURR, HoRTH CARGLINA U.%. Bouse of Representatives

EC WHITFIELD. KENTUCKY

e o seoncia Committes on Energy ant Conunerce

BARBARA CUBIN, WYOMING
JONN SHIMKUS, LLINOTS 1= s11=
HEATHER WILSON, NEW MEXICO waShingtun. BC 2905156113
JOHN B SHADEGG. ARIZONA

CHARLES “CHIP" PICKERING, MISSISSIPPI
VITO FOSSELLA. NEW YORK

?8:,%:“\?.‘5;\‘,”.'?55;"‘ W.J "BILLY™ TAUZIN, LOUISIANA,
ED BRYANT. TENNESSEE CHAIRMAN

RAOBERT L. EHRLICH. Jr . MARYLANG
STEVE BUYER, INDIANA

GEORGE RADANOVICH. CALIFORNIA
CHARLES F. BASS NEW HAMPSHIRE

JOSEPH R PITTS. PENNSYLYANLA . . . al ' ]
oy B T S January 18, 2002
GREG WALDEN. OREGON

LEE TERRY. NEBRASKA

Mr. Peter Dolan

Chairman and Chief Executive Officer
Bristol-Myers Squibb

World Headquarters

345 Park Avenue

New York, New York 10154-0037

Dear Mr. Dolan:

JOHKN D DINGELL MICHIGAN
HENSY 3 WAXKMAN JaFCRRNS
EDVASE . MARKEY MASSACHUSE™™S
RALPH M HALL TEXAS
F.CKk BOUCHER wIRGINA
EDTLPHUS TOWNS NEW YCAK
FRANK AL ONE o8 MEVW JERSEY
SHERFCD BEDWN ChH'D
BAR™ GORDON TENNESSEE
SETER DEUTSCH FLORDA

P

.

Eo 0T L ENGEL NEW xDAM

TON SAWNYER oW T

ALBERT H WY NRK RARY ANT
SENE GREEN TEwAL

ARABER RITCART Y NS0 F
TEZ STROMRLAND QW'D

CLANA DEGETTE JQULORADY
THOMAS K BARRETT WISTONSIN
L THES RUNNESTTA

TAPRE TALIFCRN-A

COVLE PENNSMLVANIA
HER GOHN LT0F ANA

ANE HABRAN DAL FURNL

TAL U NARVENTAND LTAFT DIREDTOR

The Subcommittec on Oversight and Investigations 1s investigating questions about the
conduct of ImClone Svstems, Inc. in the development of its colorectal cancer drug. Erbitux (also

known as C225 or Cetuximab).

ImClone Systems and Erbitux are internationally known. having been featured on the

CBS program 60 Minutes™ and the intemnational cover story for the July 30, 2001 i

ssue of

Business Week. One reason Erbitux received such attention is that. according to Business Week,

this drug was “the furthest along of a handful of new cancer treatments that precisel
a growth signal found in up to 30" of all cancer types.”™ In clinical trials. “the drug

v home in on

demonstrated remarkable success in causing colon cancer to regress in patients who had failed to
respond to all other treatments.” Such promise apparently prompted thousands of cancer patients
to try to obtain Erbitux either through chinical trial enrollment or “compassionate use™ access.

For example. USA Today reported that ImClone had received 400 calls a day from
desperate to get Erbrtux outside clinical tnals.

patients

In September 2001. Bristol-Myers Squibb bought 20 percent of ImClone for S1 billion
and agreed to pay as much as S1 billion more to obtain the marketing rights to Erbitux. On
October 30, 2001, ImClonc submitted its biologics license application for Erbitux. On December
17. 2001, ImClone was one of seven biotechnology companics included for the first time in the
NASDAQ 100 index. Excitement and confidence in ImClone was reflected in such media
reports as a Reuters article in the December 26. 2001 Los Angeles Times which proclaimed,
“Erbitux, a colon cancer treatment from ImClone Systems Inc.. is set to make one of the biggest

splashes of 2002."
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Therefore. many observers were stunned to learn that on December 28, 2001, the FDA
had issued a “refuse-to-file™ (RTF) letter i response 10 the ImClone submission. The RTF
letter, sent 1n rare cases when a submission is deemed insufticient. is a non-public document
containing trade secret or confidential commercial information. According to Adam Feuerstein's
column in TheStreet.com. in "its December 31. 2001 conference call. ImClone executives said
that FDA regulators sent the RTF letter because the Erbitux application was missing certain
‘train of documentation’ information needed by regulators to accept the filing. ImClone said it
would be able to answer the FDA questions by the end of the first quarter. leading. hopefully 10
an approval of Erbitux in the fall.”" On the first trading day after the issuance of the RTF letter.
ImClone’s shares fell S11.15. or 20% to $44.10 per share.

On January 4, 2002, the Cancer Letter published excerpts of the RTF letter indicating that
the FDA had greater concerns about ImClone’s data than company executives stated in the
December 3 1st conference call with analvsts and investors. As Adam Feuerstein noted. if the
Cancer Letter does have a correct copy of the RTF letter, 1t suggests that ImClone executives
have not given investors and Wall Street analysts a full picture of the Erbitux problems.” The
Cancer Letter article reported that the RTF letter detailed a long list of FDA concemns that went
far beyond record keeping. The FDA was quoted as saving that ImClone’s clinical trial was *‘not
adequate and well controlled™ and that additional studics would be needed. Moreover. the letter
suggested that the FDA had wamed ImClone starting in August 2000 that its data would have to
demonstrate that Campostar, another cancer drug, was needed along with Erbitux. But the data
submitted by ImClone was not suffictent to distinguish the effects of Campostar and Erbitux.
Furthermore, the FDA cited protocol violations 1n the clinical trial, specifically the fact that
ImClone only reported the deaths of three patients who died within a month of their last Erbitux
treatment. The FDA found 21 patients who died within a month of their last Erbitux treatment.
According to the January 8. 2002 New York Times. David Hines. president of the Avalon
Research Group. said, “The FDA™s communications with the company appear directly at odds
with the statements made by the company in 2001.” After the Cancer Letter report appgared, the
price of ImClone shares fell further to open on January 7, 2002 at $34.96 per share.

On January 9. 2002, after ImClone had lost nearly §1.5 billion in market value since
December 28 and after the filing of at least 11 federal class action suits, Sam Waksal, the
ImClone president and CEO, attempted to explain the company’s situation at the J.P. Morgan
H&Q Healthcare conference. “What happened was that we put together a faulty package and we
screwed up.” Waksal reportedly said. The principal problem. he said. was the company’s failure
to provide documentation demonstrating that the patients enrolled in ImClone’s pivotal trial had
met the eligibility criteria. On January 11, 2002, the Cancer Letter published an article on the
conference and raised more questions about Waksal's explanations of what went wrong. For
example, Waksal said that the problems were caused by the Independent Response Assessment
Committee (IRAC), a group of two radiologists and two oncologists who reviewed the data from
the trial’s sites. However, the Cancer Letter article cites Howard Ozer, director of Oklahoma
University Cancer Center and Eason chair of oncology and hematology, who said blaming the
review committee 1s disingenuous. “It is not the IRAC’s fault.” said Ozer, who reviewed the
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RTEF letter for The Cancer Letter. “IRAC would have done whatever they were asked to do.”
The committee was working for the company. which means that the company bears the ultimate
responsibility. Ozer said. “They would know when IRAC is screwing up. and they would
immediately report back.” Ozer said. “Companies do it in self-defense. so this kind of thing
doesn’t happen.”

Adding to the controversy are sales of stock by ImClone executives 1n the weeks just
before FDA issued the RTF letter. According to the January Y. 2002 Wall Street Joumal.
ImClone's Chief Operating Officer, Harlan Waksal. disposed of 700.000 ImClone shares on
December 6. valued at roughly S71 a share or about 550 million in total. On October 29, 2001,
ImClone executives and directors sold a combined 2.1 million company shares to Bristol-Myers
for $150 million. Samuel Waksal sold 814.674 shares and Harlan Waksal sold 7706.450 shares.
or just more than 20% of each of their holdings. in the first sale by cither executive since the
mid-1990"s. The sales were part of a tender offer by Bristol-Myvers at the end of October 1n
connection with the strategic agreement with ImClone. (In contrast to the S 2 bilhion agreement
with Bristol-Mvers for the US market. we note that it appears ImClone made only a $60 million
agreement with Merck KGaA for the right to market Erbitux outside North America and Japan,
according to ImClone’s 10-Q SEC filing). As part of the tender offer. the Waksals and other
insiders — along with all other shareholders — were allowed to tender shares. However, according
to the Wall Street Journal, ImClone lent money to insiders so thev could acquire shares through
the exercise of options at a time when discussions with Bristol-Myers “were well under way
(having started in May) but weren't publicly disclosed.” Along with the Waksals. ImClone
extended loans to the company’'s chairman and another director. totaling $35.2 miltlion during

~July and August. As one observer noted in the Wall Street Journal article. that select insiders
were able to borrow money from the company in order to acquire shares “puts shareholders at a
disadvantage.”

Given these recent reports. we have several serious concerns. Available infompation
seems to conflict with ImClone’s descriptions of the contents of FDA’s RTF letter and its
clinical research. The RTF letter is not a public document: investors only learned about the
details from the excerpts of the RTF letter reported in the Cancer Letter. Without the Cancer
Letter article. investors would have had to rely on ImClone’s questionable descriptions of the
RTF letter.

We are also interested in learning about the true naturc of the pivotal clinical trial for
Erbitux. and whether ImClone knew or should have known about the insufficiencies detailed in
FDA's RTF letter. It is important that the hopes of cancer patients are not falsely raised and that
the integrity of biomedical research is maintained. The available information demands that this
Committee. which is entrusted with the oversight of public health and consumer protection laws,
get additional information about ImClone and the Erbitux matter.

In light of these concems, pursuant (o Rules X-and XI of the U.S. House of
Representatives, please provide the following by January 31. 2002:
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1. All records relating to communtcations about the FDA s December 28, 2001 refusai-to-
file letter regarding ImClone’s Erbitux.

19

A list of the individuals involved in Bristol-Myers Squibb’s (BMS) due dilizence review
of ImClone Systems. Please describe how BMS organized its due diligence cfforts
regarding ImClone Systems.

3. Internal audits. intemal investigations. and or reports relating to ImClone Svstems.

4. Did BMS draw on the expertise of its Oncology Advisory Board to assess the Erbitux
data before the ImClone deal was completed? If not. why not? What information did
BMS rely on in assessing the Erbitux data?

5. All records relating to the October 26. 2001 briefing before the BMS Oncology Advisory
Board concermning Erbitux.

Please note that, for the purpose of responding to these requests, the terms “records”™ and
“relating” should be interpreted in accordance with the attachment to this letter. In addition, we
are requesting that following production of the records to the Committee, you make available
Bristol-Myers Squibb employees for Committee staff interviews as requested by Commiittee

staff.

Thank vou for vour assistance. If you have anv questions, please contact Alan Slobodin
of the Majority Committee staff at (202) 225-2927.

Sincerely.

JANIES C. GREENWOOD
v CHAIRMAN
SYBCOMMITTEE ON OVERSIGHT
AND INVESTIGATIONS

Ruly. 7 o
L BILLY JTATZIN

CHAIRMANJ

cC: The Honorable John D. Dingell, Ranking Minority Member
The Honorable Peter Deutsch. Ranking Minority Member
Subcommittee on Oversight and Investigations

Attachment
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ATTACHMENT

1. The term “records” is to be construed in the broadest sense and shall mean any
written or graphic material, however produced or reproduced. of any kind or
description, consisting of the original and any non-identical copv (whether
different from the original because of notes made on or attached to such copy or
otherwise) and drafts and both sides thereof. whether printed or recorded
electronically or magnetically or stored in any type of data bank. including. but
not limited to. the following: correspondence, memoranda. records, summaries of
personal conversations or interviews, minutes or records of meetings or
conferences. opinions or reports of consultants. projections. statistical statements,
drafts, contracts. agreements, purchase orders. invoices. confirmations. telegraphs.
telexes. agendas. books. notes. pamphlets, periodicals. reports. studies.
evaluations, opinions. logs, diaries. desk calendars. appointment books. tape
recordings. video recordings. e-mails. voice mails. computer tapes. or other
computer stored matter, magnetic tapes. microfilm. microfiche. punch cards. all
other records kept by electronic. photographic. or mechanical means, charts.
photographs. notebooks, drawings. plans. inter-office communications. intra-
office and intra-departmental communications. transcripts. checks and canceled
checks. bank statements, ledgers, books, records or statements of accounts, and
papers and things simular to any of the forewoing. however denominated.

(]

The terms “relating.” “relate.” or “regarding’ as to any given subject means
anything that constitutes, contains. embodics, identifies, deals with, or is n any
manner whatsoever pertinent to that subject. including but not limited to records
concerning the preparation of other records.
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Dr. Bernard Schwetz. D.A .M. Ph.D.
Acting Commissioner

Food and Drug Administration

5600 Fishers Lunc

Rockville, MD 20857

Dear Dr. Schwetz:

The Subcommittee on Oversight and Investigations 1s investigating questions about the
conduct of ImClone Svstems. Inc. in the development of its colorectal cancer drug. Erbitux (also
known as C223 or Cetuximab).

ImClone Systems and Erbitux are internationally known. having been featured on the
CBS program 60 Minutes™ and the international cover story for the July 30, 2001 issuc of
Business Week. One reason Erbitux received such attention is that. according to Business Week.
this drug was “the furthest along of a handful of new cancer treatments that precisely home in on
a growth signal found in up to 30% of all cancer types.” In chimeal trals. “the drug
demonstrated remarkable success in causing colon cancer to regress in patients who had failed to
respond to all other treatments.”™ Such promise apparently prompted thousands of cancer patients
to try to obtain Erbitux either through clinical trial enrollment or “compassionate use™ access.
For example, USA Today reported that ImClone had received 400 calls a day from patients
desperate to get Erbitux outside ¢lhinical trials.

[n September 2001, Bristol-Myers Squibb bought 20 percent of ImClone for S1 billion
and agreed to pav as much as S1 billion more to obtain the marketing rights to Erbitux. On
October 30. 2001. ImClone submitted its biologics license application for Erbitux. On December
17. 2001, ImClone was onc of seven biotechnology companics mcluded for the first time in the
NASDAQ 100 index. Excitement and confidence in ImClone was reflected in such media
reports as a Reuters article in the December 20, 2001 Los Angeles Times which proclaimed,
“Erbitux, a colon cancer treatment from ImClone Systems Inc., is set to make one of the biggest
splashes of 2002.”

Therefore. many observers were stunned to learn that on December 28, 2001, the FDA
had issued a “‘refuse-to-file” (RTF) letter in response to the ImClone submission. The RTF
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letter. sent i rare cases when a submission is deemed msutticient. 15 a non-public document
containing trade secret or confidential commercial intormation. Accordmg to Adam Feuerstein’s
column in TheStreet.com. in "uits December 31, 2001 conterence call. ImClone exceutives said
that FDA regulators sent the RTF letter becausc the Erbitux application was missing certain
“train of documentation” information needed by reguliators to accept the tiling, ImClone said 1t
would be able to answer the FDA questions by the end of the first guarter. feading, hopetully to
an approval of Erbitux in the fall.”™ On the first trading dav atter the issuance of the RTF fetter.
ImClone’s shares fell ST1.15. or 20", to S44.10 per share.

On January 4. 2002 the Cancer Letter published excerpts of the RTF letter indicating that
the FDA had greater concerns about ImClone’s data than company executives stated in the
December 31st conference call with analvsts and mvestors. As Adam Feuerstein noted. =i the
Cancer Letter does have a correct copy of the RTF [etier, 1t suggests that ImClone executives
have not given mvestors and Wall Strect analysts a full picture ot the Erbitux problems.™ The
Cancer Letter article reported that the RTF letter detaited a long list of FDA concerns that went
far bevond record keeping. The FDA was quoted as saving that ImClone’s clinicat trial was “not
adequate and well controlled™ and that addittonal studies would be needed. NMoreover, the letter
suggested that the FDA had wamed ImClone starting in August 2000 that its data would have to
demonstrate that Campostar. another cancer drug. was needed along with Erbitux. But the data
submitted by ImClone was not sutficient to distinguish the ettects of Campostar and Erbitux.
Furthermore. the FDA cited protocol violations in the chinical tnial. specifically the fact that
ImClone only reported the deaths of three patients who died within a month of their last Erbitux
treatment. The FDA found 21 patients who died within a month of their last Erbitux treatment.
According to the January 8. 2002 New York Times. David Hines. president of the Avalon
Research Group. said. "The FDAs communications with the company appear directlv at odds
with the statements made by the company 1 20017 After the Cancer Letter report appeared. the
price of ImClone shares tell further to open on January 7, 2002 at S34,96 per share.

\
On January 9, 2002, after ImClone had lost nearty: ST.5 bithon in market value since
December 28 and after the ftling of at least 11 federal class action suits. Sam Waksal, the
ImClone president and CEO. attemipted to explain the company’s situation at the J.P. Morgan
H&Q Healthcare conference. “What happened was that we put together a faulty package and we
screwed up,” Waksal reportedly said. The principal problem. he said. was the company’s failure
to provide documentation demonstrating that the patients enrolled in ImClonc’s pivotal trial had
met the eligibilitv criteria. On Januvary 11, 2002, the Cancer Letter published an article on the
conference and raised morce questions about Waksal's explanations of what went wrong. For
example, Waksal said that the problems were caused by the Independent Response Asscssment
Commuittee (IRAC). a group of two radiologists and two oncologists who reviewed the data from
the tnal’s sites. However. the Cancer Letter article cites Howard Ozer, director of Oklahoma
University Cancer Center and Eason chair of oncology and hematology. who said blaming the
review committee 1s disingenuous. "It is not the IRAC s fault.” said Ozer, who reviewed the
RTF letter for The Cancer Letter. “IRAC would have done whatever they were asked to do.”
The committee was working for the company, which means that the company bears the ultimate
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responsibility. Ozer said. “They would know when IRAC 1= serewing up. and they wouid
immediately report back.” Ozer said. “Companies do 1tin self-detense. so this kind ot thing
doesn’t happen.”

Adding to the controversy are sales of stock by ImClone executives m the weeks just
before FDA issued the RTF letter. According to the January 9. 2002 Wall Street Journal,
ImClone’s Chief Operating Officer. Harlan Waksal. disposcd of 700,000 ImClene shares on
December 6. valued at roughly S71 a share or ubout S30 mithon in total. On Octaber 29, 2001,
ImClone exccutives and directors sold a combined 2.1 nuliton company shares to Bristol-Myers
for S150 million. Samue! Waksal sold 814.674 shares und Harian Waksal sold 776,450 shares,
or just more than 20", of cach of their holdings. in the first sale by either executive since the
mid-1990"s. The sales were part of a tender offer by Bristol-Myers at the end ot October in
connection with the strategic agreement with ImCtone. (In contrast to the S 2 billion agreement
with Bristol-Mvers for the US market, we note that it appears ImClone made oniv a S60 mullion
agreement with Merck KGaA for the right to market Erbitux outside North America and Japan.
according to ImClone’s 10-Q SEC filing). As part of the tender offer. the Waksals and other
insiders — along with all other shareholders — were allowed to tender shares. However. according
to the Wall Street Journal. ImClone lent money to insiders so thev could acquire shares through
the exercise of options at a time when discussions with Bristol-Myers “were well under way
(having started in May) but weren't publicly disclosed.”™ Along with the Waksals. ImClone
extended loans to the company’s chairman and another director, totaling $35.2 million during
July and August. As one observer noted in the Wall Street Journal article. that select insiders
were able to borrow monev from the company 1n order to acquire shares “puts sharcholders at a
disadvantage.”

Given these recent reports. we have several serious concerns. Available information
seems to conflict with ImClone’s descriptions of the contents of FDAs RTFE letter and its
clinical research. The RTF letter is not a public document: investors only learned about the
details from the excerpts of the RTF letter reported m the Cancer Letter. Without the Cancer
Letter article. investors would have had to relv on ImClone’s questionable descriptions of the
RTF letter. The FDA's statute and rezulations appear to inhibit the agency on its own {rom
disclosing some. if not all. of the RTF letter or other similar. relevant information to the
Securities and Exchange Commission (SEC) when there are concerns about the accuracy and
completeness of company’'s descriptions of FDA actions. We note that Section 301(}) of the
Federal Food. Drug. and Cosmetic Act prohibits the “revealing. other than to the Secretary or
officers or emplovees of the Department . . . any information . . . concerning any method or
process which as a trade secret is entitled to protection.” Therefore, according to FDA’s
Regulatory Procedures Manual. FDA may not sharc trade sceret information with federal
government agencies outside the Department of Health and Human Services unless the submitter
of the trade secret consents in writing. Under 21 C.F.R. section 20.85 any FDA records exempt
from public disclosure may be disclosed to other Federal government departments and agencies,
except that trade secrets and confidential commercial or financtal information prohibited from
disclosure by 21 USC 331(j) . . . may be released only as provided by these sections. For the



Dr. Bernard Schwetz, D.V.M.. Ph.D.
Page 4

-sake of protecting patients and investors from deception. we are tnterested in leaming whether
FDA laws need to be ciarified to permit the FDA on its own accord. and in appropriate
circumstances. to share non-public information with other federal ALENCICS.

We are also interested in learning about the true nature of the prvotal clinical trial for
Erbitux. and whether ImClone knew or should have known about the insufficiencies detaijed in
FDA’s RTF letter. Itis important that the hopes of cancer patients are not falsely raised and that
the integrity of biomedical research is maintained. The available information demands that this
Committee. which is entrusted with the oversicht of public health and consumer protection faws,
get additional information about ImClone and the Erbitux matter.

In light of these concemns. pursuant to Rules X and NI of the U.S. House of
Representatives. please provide the following by January 31, 2002

1. All records relating to the December 28. 2001 refusal-to-file letter tor ImClone Svstems’
biological heense application for Erbitux.

2. All records relating to meetings between FDA and ImClone Svstems conceming Erbitux.

3. All records refating to study CP02-9923. especially the study protocol.

4. All records relating to communications about the biological license application for
Erbitux since October 29, 2001.

5. The most current legal analysis of relevant federal statutes and regulations concemning
FDA disclosure of non-public information to the Securities and Exchange Commission
(SEC). If no such analysis exists. please provide an cxplanation to the Committee of the
circumstances, and for what categories of non-public information. that FDA on.its own
initiative may provide to the SEC. Please advise the Committee on whether FDA has had
contact with the SEC on the ImClone/Erbitux matter and. if there was contact,
appropriate detatls about the nature of the contact.

Please note that, for the purpose of responding to these requests. the terms “records™ and
“relating” should be interpreted in accordance with the attachment to this letter. In addition. we
are requesting that following production of the records to the Committee. you make available
FDA employees for Committee staff nterviews as requested by Committec staff.

Thank you for your assistance. If you have any questions. please contact Alan Slobodin
of the Majonty Committee staff at (202) 225-2927.
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Sincerelv.

| T

/J'?XIMU !;/ I, mlfi/’fﬁ Sty A

WITBILLYJ{TAUZIN ~ S C. GREENWOOD
CHAIRMANL; \HAJRMAN
S OMMITTEE ON OVERSIGHT
AND INVESTIGATIONS
cc: The Honorable John D. Dingell. Ranking Minority Member

The Honorable Peter Deutsch. Ranking Minoriy Member
Subcommittee on Oversight and Invesugations

Attachment
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ATTACHMENT

The term “records™ 1s to be construed m the broadest sense and shall mean am
written or graphic material. however produced or reproduced. of any kind or
description. consisting of the origmal and any nen-identical copy (whether
different from the original because ot notes made on or attached to such copy or
otherwise} and dratts and both sides thereot. whether printed or recorded
electronically or magnetically or stored i any type of data bank. including. but
not hmited to. the following: correspondence. memoranda. records. summaries of
personal conversations or mterviews. minutes or recards of mectings or
conferences. opinions or reports of consultants, projections. statistical statenients.
drafls. contracts. agreements, purchase orders. invotces. confirmations. televraphs.
telexes. agendas. books, notes, pamphlets. pertodicals. reports. studics.
cvaluations. opinions. logs. diaries. desk calendars. appomument books. tape
recordings. video recordings. e-nails. voice mails. computer tapes. or other
computer stored matter, magnetic wpes. microtilm. mierotiche. punch cards. all
other records kept by electronic. photographic. or mechanical means. charts.
photographs. notebooks. drawings. plans. inter-otfice communications. intra-
office and intra-deparimental communications, transcripts. checks and canceled
checks. bank statements, tedgers, books. records or statements of accounts. and
papers and things similar o any of the forceoing, however denominated.

The terms “relatimg.” “relate.” or "regarding” as to any given subject means
anvthing that constitutes. contains, embaodics. identifies. deals with. or is in any
manner whatsoever pertinent to that subject. including but not limtted to records
concerning the preparation of other records.
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Dr. Samuel Waksal

President and Chief Executive Officer
ImCione Systems, Inc.

180 Varick Street

New York, New York 10014

Dear Dr. Waksal:

The Subcommittee on Oversight and Investigations is investigating questions about the
conduct of ImClone Systems, Inc. in the development of its colorectal cancer drug, Erbitux (also
known as C225 or Cetuximab).

ImClone Systems and Erbitux are internationally known, having been featured on the
CBS program “60 Minutes” and the international cover story for the July 30, 2001 issue of
Business Week. One reason Erbitux received such attention is that, according to Business Week,
this drug was “the furthest along of a handful of new cancer treatments that precisely home in on
a growth signal found in up to 50% of all cancer types.” In clinical trials, “the drug
demonstrated remarkable success in causing colon cancer to regress in patients who had failed to
respond to all other treatments.” Such promise apparently prompted thousands of cancer patients
to try to obtain Erbitux either through clinical trial enrollment or “compassionate use™ access.
For example, USA Today reported that ImClone had received 400 calls a day from patients
desperate to get Erbitux outside clinical trials.

In September 2001, Bristol-Myers Squibb bought 20 percent of ImClone for $1 billion
and agreed to pay as much as $1 billion more to obtain the marketing rights to Erbitux. On
October 30. 2001, ImClone submitted its biologics license application for Erbitux. On December
17. 2001, ImClone was one of seven biotechnology companies included for the first time in the
NASDAQ 100 index. Excitement and confidence in ImClone was reflected in such media
reports as a Reuters article in the December 26. 2001 Los Angeles Times which proclaimed,
“Erbitux. a colon cancer treatment from ImClone Systems Inc., is set to make one of the biggest
splashes of 2002.”

Therefore, many observers were stunned to learn that on December 28, 2001, the FDA
had issued a “refuse-to-file” (RTF) letter in response to the ImClone submission. The RTF
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letter, sent in rare cases when a submission is deemed insufficient. is a non-public document
containing trade secret or confidential commercial information. According to Adam Feuerstein's
column in TheStreet.com, in “its December 31. 2001 conference call. ImClone executives said
that FDA regulators sent the RTF letter because the Erbitux application was missing certain
‘train of documentation’ information needed by regulators to accept the filing. ImClone said it
would be able to answer the FDA questions by the end of the first quarter, leading, hopefully to
an approval of Erbitux in the fall.” On the first trading day after the issuance of the RTF letter.
ImClone’s shares fell S11.13, or 20% to $44.10 per share.

On January 4, 2002, the Cancer Letter published excerpts of the RTF letter indicating that
the FDA had greater concerns about ImClone’s data than company executives stated in the
December 31st conference call with analysts and investors. As Adam Feuerstein noted, “if the
Cancer Letter does have a correct copy of the RTF letter, it suggests that ImClone executives
have not given investors and Wall Street analysts a full picture of the Erbitux problems.” The
Cancer Letter article reported that the RTF letter detailed a long list of FDA concerns that went
far beyond record keeping. The FDA was quoted as saying that ImClone’s clinical trial was *“‘not
adequate and well controlled™ and that additional studies would be needed. Moreover, the letter
suggested that the FDA had warned ImClone starting in August 2000 that its data would have to
demonstrate that Campostar. another cancer drug, was needed along with Erbitux. But the data
submitted by ImClone was not sufficient to distinguish the effects of Campostar and Erbitux.
Furthermore, the FDA cited protocol violations in the clinical trial, specifically the fact that
ImClone only reported the deaths of three patients who died within a month of their last Erbitux
treatment. The FDA found 21 patients who died within a month of their last Erbitux treatment.
According to the January 8, 2002 New York Times, David Hines, president of the Avalon
Research Group, said, “The FDA’s communications with the company appear directly at odds
with the statements made by the company in 2001.” After the Cancer Letter report appeared, the
price of ImClone shares fell further to open on January 7, 2002 at $34.96 per share.

On January 9, 2002, after ImClone had lost nearly $1.5 billion in market value since
December 28 and after the filing of at least 11 federal class action suits, you attempted to explain
the company’s situation at the J.P. Morgan H&Q Healthcare conference. “What happened was
that we put together a faulty package and we screwed up,” you reportedly said. The principal
problem, you said, was the company’s failure to provide documentation demonstrating that the
patients enrolled in ImClone’s pivotal trial had met the eligibility criteria. On January 11, 2002,
the Cancer Letter published an article on the conference and raised more questions about your
explanations of what went wrong. For example, you said that the problems were caused by the
Independent Response Assessment Committee (IRAC), a group of two radiologists and two
oncologists who reviewed the data from the trial’s sites. However, the Cancer Letter article cites
Howard Ozer. director of Oklahoma University Cancer Center and Eason chair of oncology and
hematology, who said blaming the review committee is disingenuous. “It is not the [RAC’s
fault,” said Ozer, who reviewed the RTF letter for The Cancer Letter. “IRAC would have done
whatever they were asked to do.” The committee was working for the company, which means
that the company bears the ultimate responsibility, Ozer said. “They would know when IRAC 1s
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screwing up. and they would immediately report back.” Ozer said. “Companies do it in self-
defense, so this kind of thing doesn’t happen.”

Adding to the controversy are sales of stock by ImClone executives in the weeks just
before FDA issued the RTF letter. According to the January 9, 2002 Wall Street Journal.
ImClone’s Chief Operating Officer, Harlan Waksal. disposed of 700.000 ImClone shares on
December 6, valued at roughly $71 a share or about $50 million in total. On October 29, 2001,
ImClone executives and directors sold a combined 2.1 million company shares to Bristol-Myers
for $150 million. You sold 814,674 shares and Harlan Waksal sold 776.450 shares. or just more
than 20% of each of their holdings, in the first sale by either you or your brother since the mud-
1990°s. The sales were part of a tender offer by Bristol-Myers at the end of October in
connection with the strategic agreement with ImClone. (In contrast to the $ 2 billion agreement
with Bristol-Myers for the US market, we note that it appears ImClone made only a S60 mitlion
agreement with Merck KGaA for the right to market Erbitux outside North America and Japan,
according to ImClone’s 10-Q SEC filing). As part of the tender offer, you and your brother and
other insiders — along with all other shareholders — were allowed to tender shares. However,
according to the Wall Street Journal, ImClone lent money to insiders so they could acquire
shares through the exercise of options at a time when discussions with Bristol-Myers “were well
under way (having started in May) but weren’t publicly disclosed.” Along with you and your
brother, ImClone extended loans to the company’s chairman and another director, totaling $35.2
million during July and August. As one observer noted in the Wall Street Journal article, that
select insiders were able to borrow money from the company in order to acquire shares “puts
shareholders at a disadvantage.™

Given these recent reports, we have several serious concerns. Available information
seems to conflict with ImClone’s descriptions of the contents of FDA’s RTF letter and its
clinical research. The RTF letter is not a public document; investors only learned about the
details from the excerpts of the RTF letter reported in the Cancer Letter. Without the Cancer
Letter article, investors would have had to rely on ImClone’s questionable descriptions of the
RTF letter.

We are also interested in learning about the true nature of the pivotal climcal trial for
Erbitux, and whether ImClone knew or should have known about the insufficiencies detailed in
FDA’s RTE letter. It is important that the hopes of cancer patients are not falsely raised and that
the integrity of biomedical research is maintained. The available information demands that this
Committee, which is entrusted with the oversight of public health and consumer protection laws,
get additional information about ImClone and the Erbitux matter.

In light of these concerns, pursuant to Rules X and XTI of the U.S. House of
Representatives, please provide the following by January 31, 2002:

1. All records relating to communications about the FDA’s December 28, 2001 refusal-to-
file letter.
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2. All records relating to meetings between FDA and ImClone Systems concerning Erbitux.

3 All records relating to study CP02-9923, especially the study protocol. Please identify
the ImClone official responsible for coordinating with the Independent Response
Assessment Committee. Please provide a list of all outside consultants or experts used by
ImClone for study CP02-9923.

Please note that, for the purpose of responding to these requests, the terms “records” and
“relating” should be interpreted in accordance with the attachment to this letter. In addition, we
are requesting that following production of the records to the Comnuttee, you make yourself
available, as well as ImClone employees for C ommittee staff interviews as requested by
Committee staff.

Thank you for your assistance. If you have any questions. please contact Alan Slobodin
of the Majority Committee staff at (202) 225-2927.

Sincerely.
JUT Ot
WJ.“BILLY” TAUZIN AMES C. GREENWOOD
CHAIRMAN® RMAN

S OMMITTEE ON OVERSIGHT
AND INVESTIGATIONS

T

cc: The Honorable John D. Dingell, Ranking Minority Member
The Honorable Peter Deutsch, Ranking Minority Member
Subcommittee on Oversight and Investigations

Attachment
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ATTACHMENT

The term “records™ is to be construed m the broadest sense and shall mean any
written or graphic material. however produced or reproduced. of any kind or
description, consisting of the onginal and any non-identical copy (whether
different from the original because of notes made on or attached to such copy or
otherwise) and drafts and both sides thereof. whether printed or recorded
electronically or magnetically or stored in any tvpe of data bank. including. but
not limited to. the following: correspondence. memoranda. records. summaries of
personal conversations or interviews, minutes or records of imeetings or
conferences. opinions or reports of consultants, projections, statistical statements.
drafts, contracts, agreements, purchase orders. invoices, confirmations. telegraphs,
telexes. agendas. books, notes. pamphlets, periodicals. reports, studies.
evaluations. opinions, logs, diaries, desk calendars. appointment books. tape
recordings, video recordings. e-mails. voice mails. computer tapes, or other
computer stored matter, magnetic tapes, microfilm. microfiche, punch cards, all
other records kept by electronic, photographic, or mechanical means, charts,
photographs. notebooks, drawings. plans. inter-office communications. intra-
office and intra-departmental communications. transcripts, checks and canceled
checks. bank statements, ledgers, books, records or statements of accounts, and
papers and things similar to any of the foregoing. however denominated.

The terms “relating,” “‘relate.” or “regarding”™ as to any given subject means
anything that constitutes, contains, embodies. identifies, deals with, or is in any
manner whatsoever pertinent to that subject, including but not limited to records
concerming the preparation of other records.
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June 12, 2002

CONFIDENTIAL

The Honorable Jimn Greenwood

U.S. House of Representatives

2436 Rayburn House Office Building
Washington, D.C. 20515-3808

The Honorable Peter Deutsch

U.S. House of Representatives

2421 Rayburn House Office Building
Washington, D.C. 20515-0920

Dear Congressmen Greenwood and Deutsch:

] There have been press reports in connection with the sale of ImClone stock by our
client Martha Stewart.- I wanted to provide you with the foliowing which will make clear
that her actions had absolutely nothing to do with any nonpublic information about an
imminent report from the Food and Drug Administration relating to ImClone. This
information is based on a thorough review of the circumstances by Ms. Stewart’s New
York lawyers.

1. On December 27, 2001, Ms. Stewart sold 3928 shares in ImClone. This
sale was the result of implementing an understanding reached about a month earlier with
her broker that if ImClone shares were ever to sell below $60 per share, she would sell.
That decision had nothing to do with any information about ImClone; it was just a
conventional method to protect against down-side market risk. On the 27 Ms. Stewart’s
broker called her. They had a brief conversation tbat ended at 1:41 p.m. The broker told
Ms. Stewart that the shares had gone below $60, and they agreed to sell the shares. This
was done immediately; the brokerage records indicate Ms. Stewart’s sell order entered
the market at 1:43 p.m. and the stock was promptly sold pursuant to that order at about
$58 per share.

2. At no time did Ms. Stewart ever receive from anyone any information
concerning any action by the FDA with regard to ImClone or any planned or imminent
announcement by ImClone of any action by the FDA that was ultimately made public on
the day after the sale, on December 28%. The sale noted above was prompted solely by a

Washington, DC New York Los Angeles Century Clty Denver London Northern Virginia
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call from her broker based upon her preexisting understanding with him, and was not
based upon any nonpublic knowledge or information about the FDA announcement or an
FDA action in respect of ImClone.

3. Shortly after placing the order to sell her remaining ImClone shares, Ms.
Stewart placed 2 call to Dr. Sam Waksal’s office. She did not reach Dr. Waksal, and his
assistant took a message from Ms. Stewart. On its face, the message confirms that Ms.
Stewart knew nothing about what might be happening at ImClone. Dr. Waksal never
returped the call.

I trust that this will clarify the sequence of events and the factors, which led to
Ms. Stewart’s decision to sell ImClone shares. As you can see, ber transaction was
entirely lawful.

cc: The Honorable Billy Tauzin
The Honorable John D. Dingell
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202942 5878
202.942.5560 Fax
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Washington, DC 20004-1206

June 18, 2002

The Honorable Jim Greenwood

U.S. House of Representatives

2436 Raybum House Office Building
Washington, D.C. 20515-3808

The Honorable Peter Deutsch

U.S. House of Representatives

2421 Rayburn House Office Building
Washington, D.C. 20513-0920

Attn:  Alan Slobodin

Dear Congressmen Greenwood and Deutsch:

In response to the Subcommittee’s requests in connection with the sale of
ImClone stock by our client Martha Stewart, we are providing the following information
- relating to Ms. Stewart’s sale of her remaining ImClone shares on December 27, 2001.
All of this confirms the information set forth in my prior letter to you of June 12.

1. Raytheon Travel Air Flight Log: On December 27, Ms.
Stewart was en route by private jet from her home in
Connecticut to Mexico for a holiday vacation. The
enclosed flight log shows that Ms. Stewart’s plane left
Bridgeport, Connecticut at 8:17 am Central Standard Time
(“CST”) (or 9:17 am Eastern time), and made a refueling
stop in San Antonio, Texas from 12:26 pm CST (or 1:26
pm Eastern time) to 13:01 CST (or 2:01 pm Eastern time),
10 refuel en route to a holiday vacation in Mexico.

While refueling in San Antonio, Ms. Stewart made three
phone calis from her cell phone, outlined in 2 below with
phone records attached.

~J

Cell Phone Records for December 27: The attached cell
phone records reflect the following three phone calls from

Washington, DC New York Los Angeles Century City Denver London Northern Virginia
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Ms. Stewart {please note that all umes are CST (local ume).
as has been confirmed to us by a Verizon Wireless
corporate accounts supervisor): (1) a one-minute call to
her home answenng machine from 12:30 to 12:31 pm CST
(or 1:30 pm-1:31 pm Eastern time); (2) an eleven-minute
call to her office in New York at 12:31 pm CST (or 1:31
pm Eastern time); and (3) a two-minute call to ImCione’s
offices from 12:41 pm CST (or 1:4]1 pm to 1:43 pm eastern
tume).

With regard to call (2), Ms. Stewart used the occasion of
the refueling stop to call her office. Afier discussion of
other business-related matters with her office. Ms. Stewan
was informed that Mr. Peter Bacanovic. her broker at
Merrill Lynch, had called and she was connected by her
assistant through to Mr. Bacanovic during that same call.
While on the phone with Mr. Bacanovic, she was informed
that ImClone had traded down below the price of $00 that
she and Mr. Bacanovic had previously agreed would be a
trigger to sell her remaining position, and she told Mr.
Bacanovic to sell the shares. Merrill Lynch promptly
thereafier entered an order to sell all of Ms. Stewart’s w
shares, which order was executed (see item 3 below).

With regard to call (3), Ms. Stewart’s cell phone records
also show that after her call to her office (during which call
she had her conversation with Mr. Bacanovic), Ms. Stewart
called ImClone’s offices. As we previously advised you in
the June 12 letter, Ms. Stewart did not reach Dr. Waksal
and left a message with his assistant. Dr. Waksal did not
return her call.

Copy of Merrill Lynch Order Ticket: The document you
have requested is a Merrill Lynch document, which we
believe Merill Lynch would provide. We have been
advised that the document shows that; {1) the end-of-day
report, which s the Memrill Lynch equivalent of an order
ticket, reflects that at 1:43 pm Eastemn time, immediately

2
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after Mr. Bacanovic’s call with Ms. Stewart ended, Mermnli
Lynch placed a sell order for Ms. Stewart’s shares: and (2)
that order was promptly executed. at approximately S38 per
share.

You had further inquired whether we know the name of the private attorncy
representing Mr. Bacanovic in connection with this matter. We are not aware of any such
attorney, but we have been told that Richard Weinberg, Esq.. of Mermiil Lynch in New
York City. may be contacted on Mr. Bacanovic’s behalf. Mr. Weinberg’s telephone
number is 212-

As we said in our June 12 letter and as Ms. Stewart has stated publicly. Ms.
Stewart did not receive any nonpublic information regarding ImClone prior to her sale.
did not speak to Dr. Waksal on December 27 and sold her shares on that date based on
her prior agreement with her broker to sell the remaining shares if the stock traded below
S60.

We hope the foregoing assists the Subcommittee in its review of the matter.
" Should vou have any further questions, please do not hesilate to contact me.

_,Sinc%rely, "
4

Jame mnck

Enclosure
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AFFIDAVIT OF ANN E. ARMSTRONG

COUNTY OF NEW YORK )
: §8:
STATE OF NEW YORK b

ANN E. ARMSTRONG, being duly sworn, deposes and says:

1. 1 am veluntarily submitting this affidavit in order to provide information that ] understand
has been requested by the Oversight and Investigation Subcommittee of the House Committes on Energy and

Commerce.

2. | am pexsonal assistant to the Executive Office a1 Martha Stewart Living
Omnimedia, Inc. ("MSLO").

3. On Thursdsy, December 27, 2001, I was io the New York office of MSLO and,
g1 part of my responsibilidies, noted incoming phone messages for Martha Stewart, the Chief Exscutive
Officor of MSLO, on 2 paone inessage log dated Thursday, December 27, 2001, a copy‘ of which §
understand has besn previously provided to the Subcommitese. I recall that I armived et my office that day
iz spproximately 10:00 a.m. My best recollection i that the call from Peter Bacanovic reflected on the
log came ia some time berween approximarely 10:00 am. and 11:00 8. 1t is 6ot my regular pratice 1
note the time of such & call on my log. -
4, 1 also recall that Ister that same day I connectsd Martha Stewart through to

M. Bacanovic’s office, and after maldng sure thar she was conneered through, 1 did net stay on the line

and did not hear any subsequent part of her conversation. 2: r

Aan E. Amestrong
Sworn t before me this 4h day
of July, 2002,

AL

Notary ic

LAURA 3. EDELSTEIN
HNotary Putstie, State of New York
No, D2EDE056283

Quslitiad in Xings Cou!
Cotmizsion Expirss Maren mcn.h
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MARTHA STEWART /NYC MESSAGES
THURSDAY, DECEMBER 27, 2001

Plum pudding was excelient!
Thank

Peter Bacanovic thinks ImClone is going to start trading downward.

officc asked if could be on your helicopter
to the boat.
Find fact sheet.
wants to confirm a new date of _ for

shopping center opening in

source of 4 tabletop lamps and chaise longue in

Gift of
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; Ticker Symbol: ||mc| Get Data |
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Close*
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13-Dec-011 68.0670.09|67.00} 69.611.707,800| 69.61 -
12-Dec-01170.39|70.55[66.41 1 68.14| 1,.447.400| 68.14
11-Dec-01]70.55]72.94|69.65170.39| 5,105,100} 70.39
10-Dec-01 | 70.57|72.70( 70.18 | 70.25| 1.074,300§ 70.25
7-Dec-01]71.98|72.14170.25] 70.45] 1,638,800 70.45
6-Dec-01]74.77(75.45}71.82| 71.94}1,209,200| 71.94

Date |Open|High | Low |Close| Volume

Download Spreadsheet Format
* adjusted for dividends and splits please see FAQ.

Questions or Comments?
Copyright © 2002 Yahoo! Inc. All rights reserved.Privacy Policy -Terms of Service
Historical chart data and daily updales provided byCommodity Systems, inc. (CSI}.
Data and information is provided for informational purposes only, and is notintended for trading purposes. Neither Yahoo nor any of its data or content providers (suchas
CSI) shall be liable for any errors or delays in the content, or for any actions taken in reliance thereon.
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erance package inciuding forgive
ness of an earher $3m retention
loan.

Mr Schwartz recenved a total of

tinues, and Kmart o May
suspended severance pay to a
group of former executives pending
the probe’s outcome.

Executive pay. including
retention loans totalling close to
$30m to about 25 executives. ts

ieading up to 1S bankruptcy. The
US attorney's office 1n the eastern
district of Michigan also launched
an inquiry involving FBI investigz-
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price-cutiing campaign
:mpeting with Wal-Mart,
:t glant

sed shortly afterwards
>curities and Exchange
. as well as an internal
be. was Invesligaling

| By Juremy Grant in Chicago

1 Ford was adamarnt ias
| month that 1t would no:
launch a “fire sale” on am
of the businesses earmarsed
for the disposal of nop

about its accounting.
‘s were raised in an

not comment further.
Kmart's accounting probe was

understoed to have beccme one of
the focuses of both interna] and

$10.8m 11 hus 16 months at Kmart
inciuding a $3m retention joan

i
i
P
t
I

Insider trading investigation

becomes ‘he said/he said’ game

assets expected t¢ rige §
s vear

This meiuded Rwiw ¥
the Europedan esbaus
MaIntenance
the werid
CHITRARE T housnt
Erd
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But there wus

J TR roats
vesteraav [,
) i . 1o seli Kk
The ImCione probe has pitted two men against each other, says Joshua Chaffin t Barers
1EEm Wt
he investigation inte ) reflects whar
I insider trading at MUATReT ViU«
‘ompanies ImClone has largely hess  Ford o
ording to | devolved 1nto a “he said he When Fore
1 US regu- | said” affair pitting Merrill business 1rem
13 18 now | Lyneh  stockbroker Peter - Farmer. the Seotnsh
trolled by | Bacanowic against his assis- nessman who founaged the
which is | tant Douglas Faneuil. Ewik Fit tvres and oxp -
by DHL Authorilles appear to be i chamn in Edinburch anon
-55. More- | relving on Mr Faneuil's ver- cearly 1870., 11 clearl fo
iames note | sion of events as they have | ETOWTH PrOspects Were toed ool
+ airline’s | ratcheted up their tnvestiga- But with the clobl e e s .
:ngs reveal | tion into suspicious stock | nemic downturn. such hopes Mare  Keuter o pord
.7 business | sales at the biotechnelogy i have been dashed Ford <a:d  spoke
campany last December. "1t would take an aftertax comp.
aid vester- They cbtained an indict- . charee of abaul $3RHT N the  Wive
1 position | ment apainst Sam Waksal, S therd quarter of 2000 refatedd Liune!
the two | ImClone founder, last week | to the sale. The company = The .
nies were | and now have Mr Bacanovic I now focused on the tar  the f
" its US | and Martha Stewart, his | larger task of restorins i~ are a (@]
‘nereasing | prized client, 1n their sights. | BRtire business to sustained  new [
n an effort However. the Mernll bro- i profuwabiliny next 1 o
:kage and | ker is likely to blame Mr i The sale of Kwik-Fit 15 3 “Fa;
Faneuil for passing inappro- | small milestone n that pro-  produ o~
the same | priate 1nformation about r cess. 1t puts Ford within st that « ~
and UPS | ImCicne 1o Ms Stewart with- i king distance of achieving 1n ter (o]
~suade the | out his knowledge. according i 1ts target of rasing Slbr wn gualit o—
Transpor- | to people familiar with his | cash from asset sales Cases -
operation | defence. Mr Bacanovie s . The fact that 1t has pulled  rill |75)
¥s. This | also likely ta charge that Mr ! the sale of the much smaller  “Eve =
»r DHL to | Faneuil eoncocted a story for ¥ Hertz Equipment Rental Cor- ng DD
the lucra- | federal prosecutors 1n an ! poration shows that Ford« deat!
arket. effort 10 shield himself {rom | resources are now lkely to  ven =
package | possible criminal charges | be better used accelerating the <
recent fil- Mr Bacanovic's defence ! the company's restructuring  thro
- its vicla- | may nor held up as he and | iy
jon oh atr- | Ms Stewart trv to extricate : 8
il more | themseives from the most e
high-profile insider trading lsne tO E
scandal n a decade. ! u
| Mr Waksal was arrested in : ‘ F
! June for allegediy trying to ;
i sell hus own ImClene shares | N l S I ‘ u1 ":'E
| and also tipping off his fam- ! =t
| 1lv members. the day before ; o
the Food and Drug Adminis- . By Martin Arnoid wou :
tration rejected Erbnux. the ! : - The =
| company's cancer drug. on | Walt Disnev. which has logg  in :
December 28. Authorities i faced criticism over n§ ber -
then began to probe whether i corporate povernance. has 1o m
Ms Stewart relied on infor t been foreed to admit it of
mation when she unioaded " emiploved immediate family A
her ImClone stake the same | members of three suppos- un
day. Mr Waksal was an old : I edly “independent™ direc- to
friend and Mr Bacanovic Detence: Petsr Bacanovic is frying to extricate vmeel from the scandal AR | 10TS, fre
'd.on served as a broker for both, . The US entertainment and s
~alardsm, Ms Stewart has denied any  prised in November when versation took place. Mr from her office until she | media group said in a filing a |
naiive wrongdoing and said that Ms Stewart transferred some Faneuil's lawyer refused to landed 1n San Antonio thal * with the Securities and M
she had a standing agree- |mClone shares from an comment. afterncon to refuel. She later ; Exchange Commission that fo
ment with Mr Bacanovic to  account at Morgan Stanlev More germane to the case called Mr Bacanovic s office. - three directors - Stanbev  tic
sell the shares if thev fell to her portfohio at Mernill. is Mr Bacanovic's version of spoke with Mr Faneuil and - Gold, Ravmond Watson and €. pvese. muvosscmos cee
below $60. But suspicions Mr Bacanovic urged Ms events on December 27, the the trade was executed that : Reveta Bowers - had chil- nominations committee as &
were aroused. First. the two  Stewart to get out of the day the controversial sale afternoon. Mr Fanewl has | dren emploved by the com- result of the move. Mr Gold
clashed in their recoliections  stock. He had sold ail but took place. With Mr Baca- told prosecutors that he dis- | panv during the past vear. is also 8 member of the
of when the agreement was one of his clients’ ImClone novic on vacation in Miami, closed the Waksals sales to i In recent corporate gover- compensation and executive
struck. She said November: shares after an October ten- Mr Faneuil was in charge. Ms Stewart under orders | nance recommendations. the performance commitisss,
he said late December. Then, der offer from Bristol-Mvers Mr Waksal's daughter from Mr Bacanovic. accord- | New York Stock Exchange Raymond Watson, a loag-
Merrill had no record of a Squibb. which had just cailed that morning to sell 1ng o press reports said a director should not be  time supporter of Mr Eisner,
formal stop-lass order agreed with ImCiope to her shares at 9:17am. Before People close to Mr Baca- | considered independent if a  would be forced to surren-
entered into 1ts computers.  jomthy market Erbitux. the market opened at mnovic's defence claim he | family member had worked der his membership of the
The heaviest blow to Ms The 1we  discussed 9:30am. her father's accoun- instructed Mr Faneull to tel] | for the company in the past audit and compensation
2 witl ba Stewart and Mr Bacanovic ImCiene again during a tant called and sent a fax Ms Stewart to sell based | five vears. commitlees.
came from Mr Faneuil. After phone conversauon late on requesting the same. At soiely on lmClone's falling | Disney said it was consid- Revela Bowers would also
Nehange. backing his boss during December 21. The occasion 9:51am Mr Bacanovic and Mr stock price. “Peter has been | ering “appropriate steps” to  have to give up her posts on
ne Hiton questioning 10 January. he was an end of vear review of Faneuil spoke for fowr min- in this business for 10 | bring its board into Jine the audit and compensation
will later approached Merrill to  Ms Stewart's portfolic. utes, according to phone years.” a friend of Mr Baca- | with the recommendations. committees.
Strategy alter his testimony. This time. Mr Bacanovic records Merrill handed over novic's said. “There's no way | “These steps will inciude a Last vear Craig Bowers
j Even if the government prevailed With ImClone sag- to the government Between he would 1ell someone what ' reduction in the board's size worked for Disney's internet
o il fails to prove its charges of @ng. he convinced his client 10am and liam, Mr Faneuil another client was doing ©  , and reorganisation and operations, earning 381,863,
4 insider trading. they mav in a verbal agreement to sell called Ms Stewart and left a However, even if the press | reduction in size of board though he is no longer
charge Ms Stewart and Mr her stake if the shares fell message with her secretary reports are accurate. 1t | committees,” the group said. employed by the group.
Bacanovic with obstruction below $60. these pecple say.  stating that Mr Bacanovic would not consttute insider The adoption of the NYSE Jennifer Gold worked for its
of justice. Mr Faneuil would have believed ImClone was going trading: although passing on | recommendations would consumer products division,
According te peopie famil- been unaware of the to trade down that day. information about client | mean that the number of earning $83,111. David Wat-
1at with Mr Bacanovic's arrangement because he was Ms Stewart was flying to sales might be unethical. it | independent directors on son worked for the Disney
defence, the broker was sur- on vacation when the con- Mexico and did not hear is hardly criminal. | Disney's l6-man board Channel, earning $152,608.
o
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Aug-23-02 09:18 FromV L B M H +20200000000 T-734 P.03/05 F-505

__IM

From:

Sane hursgay, December 27, 2001 1:18 PM

To: ' Faneuii, Dougtas (ROCKEFELLER CENTER FL 860)
Suhbject: imel

Mes news come out yet? Let me know. Thy, B




Aug-23-02 09:18 From<V L B M H +20200000000

Faneuil, Dougias (ROCKEFELLER CENTER FL 860)

From:

sent Thurs Decembgr 27, 2001 1:21 PM
To: - &

Subject: s imel

Noting yet. I'll let you know. No gall from Martha aither.

T=T34

P.04/0%

F=505




Appendix J



hug-23-02 09:18 FromV L B W H 420200000000 T-734  P.05/05 =505

_——__'——————_——'-

From: Faneuil, Douglas (ROCKEFELLER CENTER FL 860)
?aﬂb Y, mber 3:50 PM
o -
Subject: IMCL sale
Dear Ms. Stewart,

Yau sold your remaining 3,628 IMCL sharges at an everage price of 58.4325. As atways. teel free to call me with any
questions at Peter's number, 242-38

Sincaraly,

Douglas Faneuil
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CA

LE & WIRELESS

CORPORATE Virtual network Service

IMCLONE SYSTEMS, SOMERVILLI, NJ SI_LING FIRIZZ 23T vt - oLaN tD I
ENV(é‘

CALL DETAIL REPORT

ACCOUNT CODE: /-\-7
%3

QUTBOUND

QRIGINATING NUMBER:

-

18
10

12
©2
g
19
10
10

OMOW -

TIME

14
58

ORIGINATING NUMBER: -

40AM

(37aM
T49°M
$ASaM

134AM

ekl
CSDAM
L 359M

a3aMm

TIME

.Qs
.Q2

57

38
.38
.28

[«T- 38
&2
3!
48
0%
as

TOTAL 212-845-4188

ORIGINATING NUMBER:

3
10:
11
AR |

2
12
9:
a:

48°M
150w
IOAM
300M
43°M
12aM
I1PM
26PM

(08AM

t2aM
20aM
335aM

ACCOUNT NAME: UMASSIGNED

TERMINATING TERMINATING
LOCATE

- MUMBER

TERMINATING TERMINATING
NUMBER LOCATION

12 CALLS

TIME

138

ab:
12

143
B-1:

48:
31:
34

TOTAL 212-545-4648

ORIGINATING NUMBER:

COPM
CEAM
483aM
SOAM
165PM
S5RM
104AM
1TAM

TERMINATING TERMINATING
NUMBER LOCATION

B CALLS

TIME

10:21:214M

4:45:50PM
3:55 . 42PM
9:57:18amM

TERMINATING TERMINATING
NUMBER LOCATION

. AN - -
Nl § CALLS —— ‘ums

cT

NORWALX

MINUTE

MINUTES

NS

MINUTES

2.1

F

MINUTES

FOIA CONFIDENTIAL TREATMENT
REQUESTED BY IMCLONE SYSTEMS INC.

c HCE
anflidential Traatmant
Requested by imClone Systems, inc.
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Samuel Waksal’s message log

MESSAGES

December 21, 2001

9:51

10:15

10:47

11:30

11:47

11:50

11:50

11:50

1:50

Martha's number in Mexico from Dec 27-Jan2 is 011 52 11440300

HCEC 31433
~ONFIDENTIAL Confidential Treatment
Requested by ImClone

Systems. Inc.
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|

f
h

LE & WIRELESS

£

CORPORATE Virtual network Service

IMCLONE SYSTEMS, SOMERVILLE. NJ

L)

BILLING PERIOD: DEC 11 - vaN 10, 20¢

CALL DETAIL REPORT

account cooe: S
OUTBOUND

ORTGINATING NUmser: YN
TERMINATING

DATE TIME NMBER

12/13 11:53:37AM

12/17 1:29:44PM

12/21 3:29:36PM

01/04 5:24:07PM

o1/07 10:29:234M

01/08 11:22:51AM

ToTAL YN

ORIGINATING NUMBER: vulllEIES
TERMINATING

DATE TIME NUMBER

12/18 1:57:43PM

01/02 12:00:47PM

01/10 A4:00:44PN

TOTAL 212-B845-4848

ORIGINATING NUMBER: 212-845-4779

TERMINATING
DATE TIME MUMBER
12/20 €.33;32PM [
12/21 11:04:52aM
12/21 11:25:36AM 203-840-
~ 01/03 4:39:30PM
ToTAL (R
oRIGINATING NoMBER: VNI
TERMINATING
DATE TIME NUMB
12/17 1:09:36PM
12/18 10:01:30AM
12/19 3:55: 16PM
12/20 454 10PM
12/28 11:25:35AM
01/08 2:42:47PM

ToTAL AN
ORIGINATING NUMBER: 212-807-0782 F

TERMINATING

DATE TIME NUMBER
12/17 7:27:13PM
12717 T:30:31PM
12/17 7:32:49PM

ToTAL SRS

FeFax

-

account st : xRS

TERMINATING
LOCATION MINUTE COST
—
—
A—
L)
=
i
8 CALLS —— .
TERMINATING
LOCATION MINUTE cosT
3 CALLS L —__—
TERMINAT ING
LOCATION MINUTES COST
- de [ —
- r
NORWALK cT .7 =
L =] -
4 CALLS S " A
TERMINATING
LOCATION COST
- aalp
-—
—— |
e
e
-
8 CALLS S
TERMINATING
LOCATION MINJTES cosT
—— _—
—_— T
3 CALLS T s
HCEC 1858

Configential Treatment
Requested by ImClone Systems. Inc
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| ey
CABLE & WIRELESS PAGE .ag
CORPORATE Virtual network Service
IMCLONE SYSTEMS, SOMERVILLE, NJ BILLING PERICD: DEC 11 - JAN 10, 20CZ
CALL DETAIL REPORT
ACCOUNT CODE : gy account Nade: Ji
SUTBOUND
oRIGINATING numeEr: (NN
TERMINATING TERMINATING
DATE TIME NUMBER COsT
12/13 11:57:064M
12/13 3:-54:38PM
12/18 B8:E5:03AM
12/18 11:32:13aM
12/28 11:54:43AM
01/03 8:39:57aM
01/10 5:54:57PM
ToTAL SN o
ORIGINATING NUMsEr: RN
TERMINATING TERMINATING
DATE TIME NUMBER ATION MINUTES coST
12/132 11:22:244M ] =
12/20 8:53:074M S— Js
12/21 11:31:46AM L -
01/02 4:43:43PM amummy ]
01/08 9:18:35AM e -
roTaL GENERINERE S CALLS aETE———— ane
DRIGINATING NUMBER: (D
TERMINATING TERMINATING
DATE TIME NUMBER LOCATION MINUTE cosT
12/ 11 1:51:55PM -— [~
12/13 12:04:25PM [ i
12/17 12:54:23PM ‘ P - i
12/29 12:20: 16PM s e
01/03 4:41:16PW L] o
01/10 2:27:38PM A i
TOTAL 212-845-3344 & CALLS NG an_n
ORIGINATING NUMBER: (S
TERMINATING TERMINATING
DATE TIME NUMBER LOCATION MINUTES CosT
12711 9. 12 14AM e — Y |
12/12 2:25:34PM ) S L ™
12/19 11:27:304M —— S
_); 12/21 4:25:33PM 203-B40 NORWALK CT .3 ="
12/21 5.20:58PM = o —
12/29 8:35:51AM il
01/03 9:11:39AM e oviming
TOT AL SR 7 CALLS [ v
HCEC 1857

Conlidential Treatment
Requested by imCione Systems. Inc
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Received 0”30,2002 1 for .
1A-30-2002 VED 05750 A Femne: cxamr oT apni ™ o . e -
Bent By: uertha Stewart Living caniaes; NN Jan-20-02 12:02PM;  Page 976
JiH-28-02 TUE 11:25 Af Fax RO. F. 14
o " Acngugl ol b - BiD ) rmonto : e 1
[ Asnetnt L T T iAo
AL mbeg D "DH" EIES IR ey == E::Su""?::m

er 57, 2001 | JAN 27, 2002 Alarl '

A Y S ) MEHRATEEERTS I T Py S R AL
- ;\ﬂ Yl nllﬂlm&\;ﬁ-”ni&' T T e T ey N e f KX :
= Calf LTHJII‘ T e S S C TSR SRS S A
1 poc  OPEAK
i z DDC OrEAXL
= 3 DDC  OPEAK
. = f BRC OPEAX
- 5 DDC QP
. r pPC  OPEAXK
. - 7 DOG BrEAK
4 phc OPEAX
9 DBE GFEAK
£y 10 PDC OPEAK
Barrd 1] TRC  oF
Feied 12 DDC QPEAX
! 13 BDC DPEAK
o fpm 13 pBC OPEAX
rYy ! BDC OPEAX
cad g PDC  CPEAK
A 1T DDE OPEAK
g i YORK 3,00 BOC OPEAK
X 13 _ DDC  OPEAK
20 poe  OPEAX
hid 21 BOC  QPEAT
sy 22 DOC OFEAK
¢ hdm 2T DOC GPEAR
24 DDC OPEAK
25 DDC  OFSAX
. 28 DbE OPEAK
: z7 pD&  OPEAY
. 28 DPC  OPEAX
. 29 DPC GPEAK
: ) DPC DOPEAX
31 bDoc  oF
x2 pDC DPEAX
33X DOC DFEAX
34 DOC DPEAK
! 3% poC QPEAX
zf, BDC  OPEAK -
37 DD OPEAX
: 10 : pDC  OPEAK
PR Iy opc  OPEAK
T 1 ODC OPEAK
. 5 41 noC  CPEAK
- Y DEC  OPEAX
S Y o . .+ TQTAL INTERSTATE DIRecT DIALED 25 .. D
o X IN- smﬂ_ Lom‘ DISTANCE DIRECT DIALED
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PR TR T .|\. A ,‘-]f..'. Vet i R O O CerttEL eln lL:'.h e e

ol

“
At

CONFIDENTIAL MS CONG 00178
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Received 0173072002 094 1am in 09:16 on Line [11] for COAJN = Pg 3/19

JAN-30-2002 WED 08:50 AM MARTHA STEWART CT Aot ™ FAX N6, oEEn P, 03

Sent By: martha Stewsrt Living Osnined; * Jen-26-02 12:02PM; Page 3/8
JAl-26-02 TUE 11:25 A} ' FAX RO. P. 19

éf " - faga 1¢
I &Cf'?ﬁﬂt’{‘ S ORI ‘lemu' ; AT STOMRY LIVDGE
UV ha g7

et Marnbie ...-.H'Dm GH IR T T

=
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369 DDC  OPEAK
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44
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CABLE & WIRELESS

CORPORATE Virtua! network Service

IMCLONE SYSTEMS, SOMIRVILLE, NJ SI__iNg SEsiEs nros - Law o Iz
R

CALL DETAIL REPQRT
AcCOuNT coot: Jfi ACCOUNT NAME: UNASSIGNED
QUTBOUND :
ORIGINATING Numser: SR

TERMINATING TERMINATING
DATE TIME NUMBER LOCATION MINUTE
T2/ — . .
01/08 A .
01/08 - R — aplnaEREsigE.
TorAL SN 3 caLs _——
ORIGINATING NUMBER:X syl

TERMINATING TERMINATING
DATE TIME NUMBER LOCATION MINUTES cosT
12/28 e - T
01/0% ™ "= ™ = .
ToTAL U 2 CALLS T anvaub
ORIGINATING NUMBER: G,

TERMINATING TERMINATING
DATE TIME NUMBER LOCATION MINUTES COST
12/27 ./ L ] g A
c1/e3 A STy R—— a )
01/04 i R rea————— o A
ot/03 e S ) p——
TOTAL SulyEEERREn 4 CALLS r i
ORIGINATING NUMBER:  quimeES

TERMINATING TERMINATING
DATE TIME NUMBER LOCATION MINUTES COST
12/1a | — SN B~ )
12/18 e— a4 e en— ] o e
12/20 — —— ] iy
12/21 = S - ‘ afi
12/22 203 W NORWALK ST .5 ey

~" 12/28 = ] A o =

01/03 ] S »
ToTAL NN 7 CALLS = -
or1GINATING numezr: S

TERMINATING TERMINATING
DATE TIME NUMBER LOCATION MINUTES COST
12/20 ] = [————9 - ]
12/22 AT ] e L —
12/28 ] ———— AR e
12/29 SE— - A -
ToTal PN 4 CALLS g o

FOIA CONFIDENTIAL TREATMENT

Confidentlal Treatment
Reqguestad by ImClonae Systems, inc.

REQUESTED BY IMCLONE SYSTEMS INC.
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CABLE & WIRELESS

CORPORATE Virtual network Service

IMILONE SYSTEIMS, SIMERIVILLI, AN g

ENY

CALL DETAIL REPQORT

ACCOUNT CODE:
QUTBOUND
ORIGINATING NU

TOTAL 212-645-

ORIGINATING NUmuek:

TERMINATING

DATE TIME LOCATION

TOTAL : 5 CALLS

TERMINATING
DATE LOCATION

12/14
12/15
12/20
12/28

TOTAL 21 4 CALLS

ORIGINAT

MINUTES

TERMINATING

DATE LOCATION

12713
t2/21
01/03
TOTAL 212-645: 3 CALLS

ORIGINATING M

MINUTES

COST

L2

A

COST

(&

I

TERMINAT Twr TERMINATING
DATE TIME LOCATION MINUTES COST
12/23 5:28:42PM FAIRFIELD CT .8
TOTAL Jinmiaviigpugs 1 CALLS .8 MINS
or1GINATING NumeEr: SR,
TERMINATING
DATE TIME LOCATION MINUTES cosT

12/17
12/20
t2/21

FOIA CCNFIDENTIAL TREATMENT
REQUESTED BY IMCLONE SYSTEMS INC.

HC
Confidentia
Regquested by ImClons Systems,

1

tment
inc.
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51227 0849 0004
=»1227 0854 0011
>1227 0856 0013

=1227 1033 0005

(L

.

Merrill Lynch phone record for Douglas Faneuil phone number

.-4-4-4

7

LU
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Staternent Forr  PETER E. BACANOVIC
Mobiie Number.  (@ill) b
Account Numbper: <l el

Customer Service Number

1-800-837-8997

Jan 11, 2002

Page

4=

1T cf

LOCAL AIRTIME , LONG DISTANCE AND INTERNATIONAL CHARGES - (Continued)

Call

Number

Airtime

Toll

Additional

Date  pestination Time Calied Minutes  cnharges Charges Charges ot
I e e 55 W us i
3 A - s - s - s 5
) & s - o s
& s . -
R - - - x4

8
I~
2
z
.<
(@]
i
A
z
%

9:51 AM  212-3824

2/27/01 INCOMING

9:55 AM 21 2-382!

2/27/C1 INCOMING

9:56 AM  212-3824%

2/27/01 INCOMING

—t
o
o
na
>
=
(8
=
n
A
@
i

2/27/01 NEW YORK, NY 10:21 AM . - -
2/27/01 NEW YORK, NY 10:36 AM o - - - -

i

VR 0anarcnsnBadsel -8~ - so/mdpnPp

Nl el | B|lalBlBa|lalBailn|ltlthlslonln|ltrh|vlaalan|ltn|lvlivnlwmlnlnvln

nln|ln|hln|lslr|a|ra|lsafn | Ba|lta|la|lajin|n|Aln |l lvvliv|lvnlvlvlel|lxn

ilin|lir ||| Q| ea|lvt alirlpr|lia|ler | ern|tijlnta|leaa|lalin|Aala|lmm|lcalpm|lpmlmlmlmnlw]nln

Nl |ér|ln|er |l |aleata |l ] |lta|r Al | taln|lealGalen|ialin|lanfm|lvn|lm|vr|w|nv

all Type: (A) Cail Waitng (B) Call Forward (C) Conterence Calt (D) Text Message (E} Data/Fax (F) Mobie2Mobiie (G) Voicemail (H) Free Calls

Intemat’l Call

047
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2 493 2000 F.Eo- 07
; WACHTELL LIPTON A e b oy 12
JUN-17-7B02 208:52 lEng Datn: Jdanuary 12, 2

Gum!nuad from pravicus page

BT L i R s S AR '.._~.._'r,|A.-.:_" b3 A LR AN

mn Detail for MA

g Ry ([ b e i L !.1"'")"'!'] .

[ OTRY w e e - = mans e e — Y — e,

{a faua Timo Caded frame

T et Y e e o 4 — e —

8 w2 112‘.’”‘ ficrus Areg

—rE . a—a - —

1 SEBER

|
f
|
I
|
|
|

L}

Hoche Asea
Horne Alsae
Hotus 2ong
thulr—

T G Y bty | — 8 —

88558'82532

‘. HmNM

TS A L et it e i e — " b

0}
e HNM Am

N [ §
R 1" | Hm&nu
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Samuel Waksal’s message log

MESSAGES

December 27, 2001

10:09
10:25

11:056

11:20

11:58

12:57

1:00

1:26

1:34

1:43 Martha Stewart something is going on with ImClone

and she wants to know what She is on her way to Mexico
she is staying at Los Ventanos

Confidential Treatment Requested
by ImClone Systems inc
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Merrill Lynch account Statement
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